
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 
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May 14, 2013 

MEMORANDUM 

SUBJECT: Acute Toxicity Review for EPA File Symbol: 5185-LNL 
Product Name: The Works Basic Disinfectant Toilet Bowl Cleaner 
DP Barcode: 409048 

FROM: Earl Goad, Biologist 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (751 OP) 

THRU: Karen Hicks, Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (751 OP) 

TO: Jacqueline Hardy PM#34/Stacey Grigsby 
Regulatory Management Branch II 
Antimicrobials Division (751 OP) 

Appl icant: Bio-Lab, Inc. 

PRODUCT FORMULATION FROM LABEL: 

Active lngredient(s): 
Hydrogen Chloride. (PC Code: 045901) 
Other lngredient(s): 
Total: 

%by wt. 
9.5 

90.5 
100.0 



I) BACKGROUND: 

SRC - Scientific and Regulatory Consultants, Inc. as the agent for Bio-Lab, Inc. has 
submitted an application and data to support the acute toxicity precautionary labeling 
for this new residential end use product EPA File Symbol: 5185-LNL "The Works 
Basic Disinfectant Toilet Bowl Cleaner" and is named for its use as such. 

For the purpose of the toxicity study provided to address the Acute Oral data 
requirement the product test material was coded with the alternate identification as 
"MTBC-THIN". This alternate name is described in the cover letter and is 
consistently used both for acute toxicity and product chemistry studies. 

This data package includes: 

1. Cover and Transmittal letter dated January 10, 2013. 
2. Basic Confidential Statement of Formula dated January 21, 2013. 
3. Proposed Product Label EPA pin-punched date of January 15, 2013. 
4. Product specific data matrix Form 8570-35 
5. Acute Toxicity Study Documents 

6. 

MRID Citation 

Swain, D. (2013) Toxicity Discussion Volume: The Works Basic 
49036107 Disinfectant Toilet Bowl Cleaner. Unpublished study prepared by 

Biolab, Inc. 5p. 15-

49036108 

Hurley, J. (2012) Acute Oral Toxicity Study of MTBC-THIN in 
Albino Rats (Up-and -Down Procedure): Final Report. Project 
Number: WIL/170190. Unpublished study prepared by WIL 
Research Laboratories, Inc. 82p. 

Jan-
2013 

II) FINDINGS: The Acute Toxicity document MRID# 49036107 provides an overview of 
the support being provided to address the acute toxicity six pack. 

(a) Acute Oral Toxicity (870.11 00) is being supported by a product specific 
study as found in MRID# 49036108. The study is performed by the "Up
Down" method resulting with an LD50 of 3500 mg/kg in female rats. This 
study is acceptable. 

(b) Acute Inhalation Toxicity (870.1300) is being supported using the cite-all 
option under the selective method. The EPA registered product is 
proposed as the source for inhalation precautionary labeling based on 
EPA Reg. No. 777-81 which has the same active at the same %wgt 
concentration of hydrochloric acid (9.5%). The only inhalation precaution 
statement on the cited label is "Do not breathe vapor or fumes". Given 
studies that there are studies on similar concentrations of hydrochloric 
acid that have found category Ill, CTT feels that this product also requires 
additional inhalation precautionary language "Harmful if inhaled". 
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(c)  Waiver requests are proposed to address Acute Dermal Toxicity 

(870.1200), Primary Eye Irritation (870.2400), Primary Skin Irritation 
(870.2500), and Dermal Sensitization (870.2600) all based on the 
corrosive properties of the product which has a pH of < 2.0.  These study 
waivers are acceptable. 

 
III) The acute toxicity profile for EPA File Symbol: 5185-LNL “The Works Basic 

Disinfectant Toilet Bowl Cleaner” is currently: 
 

Study MRID Number Toxicity 
Category 

Status 

Acute Oral Toxicity 49036108 III Acceptable 

Acute Dermal Toxicity 49036107* I Waived 

Acute Inhalation Toxicity 49036107** III Cite-all* 

Primary Eye Irritation 49036107* I Waived 

Primary Skin Irritation 49036107* I Waived 

Dermal Sensitization 49036107* Non-
Sensitizer 

Waived 

*MRID 49036107 Provides rationale for waiver requests. 
** ”Selective method” of support with cite all option.(the selected product was  
EPA Reg# 777-81) 
 
 
IV) Recommended labeling. 

 
Keep Out of Reach of Children 

 
a. The signal word for EPA File Symbol 5185_LNL “The Works Basic Disinfectant 

Toilet Bowl Cleaner” is DANGER based on the category I for Eye Irritation.  
 

b. Child Resistant Packaging Required. Based upon data placing it in toxicity 
category I for primary eye irritation and primary skin irritation , this product meets 
the Agency requirements for Child-Resistant Packaging (CRP).  However, the 
Agency does not require products that are assigned Restricted-Use status to be 
placed in CRP in addition to Restricted-Use Classification.  Please refer to the 
40 CFR, §157.22 and 157.24 for CRP requirements and exemptions.  Thus, CTT 
recommends that this product be assigned Restricted-Use classification; if not, 
this product should at least be packaged in CRP. 



c. Precautionary labeling: 

Hazards to Humans and Domestic Animals: 

Corrosive. Causes irreversible eye damage and skin burns. Harmful if absorbed through 
skin, harmful if inhaled, harmful if swallowed. Do not get in eyes, on skin, or on clothing. 
Avoid breathing spray mist, vapor or fumes. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum, or using tobacco. Wear coveralls 
worn over long-sleeved shirt and long pants, socks, chemical-resistant footwear, and 
gloves. Remove and wash contaminated clothing before reuse. Do not get in eyes or on 
clothing. Wear protective eyewear (goggles, face shield, or safety glasses). 

d. First Aid: 
If in eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
-Call a poison control center or doctor for treatment advice. 

If on skin: 
-Take off contaminated clothing. 
-Rinse skin immediately with plenty of water for 15-20 minutes. 
-Call a poison control center or doctor for treatment advice. 

If inhaled: 
-Move the person to fresh air. 
-If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
-Call a poison control center or doctor for further treatment advice. 

If swallowed: 
-Call a poison control center or doctor immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed label should contain 
a Note to Physician which addresses the category I Acute Dermal Toxicity, Primary Skin 
lrritantion, Primary Eye Irritation. The following statements are suggested types of 
information that may be included, if applicable: 
- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological effects of the pesticide; 
- company telephone number to specific medical personnel who can provide specialized 
medical advice. 

Have the product container or label with you when calling a poison control center or 
doctor or going for treatment. You may also contact 1-800-xxx-xxxx for emergency 
medical treatment information. 
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (OPPTS 870.1100) 
(UP AND DOWN PROCEDURE) 

Product Manager: 34 
MRID No.: 49036108 

Reviewer: Earl Goad(CTT) 
Completion Date: November 2, 2012 

Study No.: WIL-170190 

Testing Laboratory: WIL Research, Ashland, Ohio 44805-8946 
Author: Jonathan M. Hurley, BS 

Quality Assurance (40 CFR §160.12): A Quality Assurance (QA) statement was 
included. A statement of Good Laboratory Practice (GLP) compliance was included 
stating that this study meets the requirements of 40 CFR Part 160: U.S. EPA (FIFRA). 

Test Material: 

Dosage: 

Species: 
Sex: 
Age: 
Weight: 
Source: 
Housing: 

Acclimation: 

Conclusion: 
1. 

2. 

MTBC-THIN (aka The Works Basic Disinfectant Toilet Bowl Cleaner 
Lot no. 1390-140 
Opaque blue liquid 

Limit Test: 5,000 mg/kg (administered as received) 
Main Test: 1110, 3500, and 5000 mg/kg. 
Dosed in different amounts undiluted by gavage 
Cri:CD(SD) albino rat 
Females (nulliparous and non-pregnant. 
Young adult (9-11 weeks old) 
189-216 grams at experimental start 
Charles River Laboratories, Inc.; Raleigh, N.C. 
Temperature Range: 19-25°C 
Humidity Range: 30-70% 
Photoperiod: 12-hour light/dark cycle 
Minimum of 5 days. Animals were fasted 18-20 hours prior to dosing. 

Acute Oral LD50 (mg/kg): Female Rats: 3500 mg/kg 
95% Confidence Interval: 1659 to 4620 mg/kg 

Toxicity Category: Il l Classification: Acceptable 

Procedure (Deviations from 870.11 00): No procedural deviations were reported. 
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Results: 
Limit Test 

Animal No. Dose Level Short-Term Long-Term 
(mg/kg) Outcome Outcome 

57939 5000 s s 
57925 5000 D D 
57928 5000 D D 

Main Test 
Dosing Animal No. Dose Level Short-Term Long-Term 

Sequence (mg/kg) Outcome Outcome 
1 57935 1110 s 
2 57941 3500 D 
3 61520 1110 s 
4 61530 3500 D 
5 61529 1110 s 
6 61523 3500 s 
7 57914 5000 D 
8 61531 3500 s 
9 57918 5000 D 
10 62972 3500 D 

S - Surv1val; D - Death 

Observations: 

Clinical findings limited to only 1 or 2 animals that died consisted of prostration, clear 
ocular discharge, decreased activity, and urine containing red material. Other clinical 
findings included abnormal excretion (decreased defecation and feces smaller than 
normal) and/or discolored areas due to discharges/excretions (described as wet and/or 
dried yellow, red, and/or brown material on the anogenital or urogenital areas, facial 
area, forelimb(s) and/or hindlimb(s), and/or around the nose. In addition, pale 
extremities, labored respiration, a swollen abdominal area, and dermal atonia (lack of 
normal elasticity of the dermis) were observed. Some of the findings were observed as 
late as study day 14. 

Gross Necropsy Findings: 

s 
D 
s 
D 
s 
s 
D 
s 
D 
D 

All animals that died had gastrointestinal findings at the gross necropsy including dark 
red discoloration or areas (glandular portion of stomach and/or various sections of the 
intestine) and/or dark red contents (in the stomach and/or intestine). Other internal gross 
findings for animals that died included red fluid contents in the abdominal or thoracic 
cavity, dark red discoloration of the spleen, swollen spleen, and eroded stomach lining . 
For the animals that survived to study termination (study day 14), gastric-related findings 
were limited to the 3500 and 5000 mg/k:g groups and consisted of the liver adhered to 
the stomach, distension of the stomach, and/or thickened mucosa. The 5000 mg/kg 
group female (no. 57939) that survived also had a depressed area on the lungs. In the 
1110 mg/k:g group, the only macroscopic finding was an accessory spleen for one 
female (no. 61520). This congenital finding is not uncommon in laboratory rats of this 
age and strain. 
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Statistical Analysis: 
The Acute Oral Toxicity (OECD Guideline 425) Statistical Program (AOT425, Version 
1.0, May 2001) was used for all data analyses, including: dose progression selections, 
stopping criteria determinations, and/or LD50 and confidence limit calculations. 
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